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1 )KI Responsive to communication(s) filed on 08 January 2009 . 
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4) |EI Claim(s) 2-12,15-19 and 26-34 is/are pending in the application. 
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the Examiner. 
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DETAILED ACTION 

Status of Application, Amendments and/or Claims 
The amendment of 08 January 2009 has been entered in full. Claims 2 and 9-12 are 
amended. Claims 1, 13, 14, 20-25 are cancelled. 

Claims 2-12, 15-19, and 26-34 are under consideration in the instant application. 

Withdrawn Objections and/or Rejections 

1 . The rejection of claim 34 under 35 U.S.C. § 1 12, first paragraph (written description, new 
matter) as set forth at pages 4-5 of the previous Office Action (08 October 2008) is withdrawn in 
view of Applicant's persuasive arguments (08 January 2009). 

New Claim Rejections - 35 USC § 112, second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 2-12, 15-19, and 26-34 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

2a. Claims 2-12, 15-19, and 26-34 recite the limitation "Xi 0 is Sar" in the last line of claims 2 
and 9-12. There is insufficient antecedent basis for this limitation in the claims. 



Maintained Objections/Rejections 
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35 U.S.C. 132 

3. The amendment filed 22 May 2006 is objected to under 35 U.S.C. 132 because it 
introduces new matter into the disclosure. 35 U.S.C. 132 states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows. Applicant has introduced new matter at page 7 
in the specification. Specifically, the amended description at page 7, between lines 9-10 
indicates that a preferred TPO mimetic compound is IEGPTLRQ(2-Nal)LAARXi 0 where Xio is 
a sarcosine or P-alanine residue or pegylated form of this compound. However, page 7, lines 8-9 
in the original specification of 9/18/03 only recite a preferred TPO mimetic of IEGPTLRQ(2- 
Nal)LAARA_(emphasis added by the Examiner). The original specification does not teach a 
TPO mimetic monomer missing an alanine at the end of the sequence. The original specification 
also does not teach a monomer with an Xio group attached, where Xio represents a sarcosine or 
P-alanine residue or pegylated form of the compound. 

Furthermore, Applicant has introduced new matter at page 7, between lines 20-21 in the 
specification. The amended description indicates another preferred TPO mimetic compound 
with the following formula: 

IEGPTLRQ(2-Nal)LAAR-Xio 

^K(NH 2 ) 

IEGPTLRQ(2-Nal)LAAR-Xio 

wherein Xi 0 is a sarcosine or P-alanine reside or a pegylated form of the compound. 
However, page 7, lines 13-18 in the original specification of 9/18/03 only recite a preferred TPO 
mimetic of 
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IEGPTLRQ(2-Nal)LAARA-Xio 




(NH 2 ) 



IEGPTLRQ(2-Nal)LAARA-Xio 

wherein Xio is a sarcosine or P-alanine reside or a pegylated form of the compound 
(emphasis added by the Examiner). The original specification does not teach a TPO dimer or 
oligomer missing an alanine between the arginine and Xio at the end of the sequence. 

Applicant is required to cancel the new matter in the reply to this Office Action. The 
basis for this objection is set forth at pages 2-3 of the previous Office Action (08 October 2008). 

Applicant's arguments (08 January 2009), as they pertain to the rejection have been fully 
considered but are not deemed to be persuasive for the following reasons. 

At the top of page 7 of the Response, Applicant argues that a peptide as described in 

corresponding application 60/498,740 (attorney docket number 038073-5005PR) could be 

employed in accordance with the method of the invention. Applicant refers the Examiner to 

page 6, lines 8-9 of 60/498,740. Applicant's arguments have been fully considered but are not 

found to be persuasive. Specifically, at page 6, lines 1-9, the specification of '740 teaches: 

"...the peptide compounds of the present invention are preferably dimerized or 
oligomerized to increase the affinity and/or activity of the compounds. An example of a 
preferred dimerized peptide compound includes, but is not limited to, the following: 



IEGPTLRQ(2-Nal)LAARA-Xio 




IEGPTLRQ(2-Nal)LAARA-Xio 
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Where Xio is a sarcosine or P-alanine residue. The above structure can also be 
represented by the following structure: (H-IEGPTLRQ(2-Nal)LAARXi 0 ) 2 K-NH2." 

Page 6, lines 5-7 of the '740 application discloses the same dimer as originally disclosed 
in the specification of the instant application. It appears that the "shorthand" structure at page 6, 
lines 8-9 of the '740 application ((H-IEGPTLRQ(2-Nal)LAAPvXi 0 ) 2 K-NH2) is a typo since the 
alanine between the arginine and Xio at the end of the sequence is missing. The alanine is clearly 
present in the dimerized peptide compound that is written out "longhand". 

It is also noted that Applicant has not addressed the new matter introduced at page 7, 
lines 9-10 in the specification. The '740 application does not provide support for a preferred 
TPO mimetic compound, IEGPTLRQ(2-Nal)LAARXio where Xio is a sarcosine or P-alanine 
residue or pegylated form of this compound. The original specification does not teach a TPO 
mimetic monomer missing an alanine at the end of the sequence. 

Claim Rejections - 35 USC § 112, first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 2-12, 15-19, and 26-34 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
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claimed invention. This is a new matter rejection. The basis for this rejection is set forth at 
pages 5-6 of the previous Office Action (08 October 2008). 

The specification as originally filed does not provide adequate written description for a 
TPO mimetic having the following formula: 
IEGPTLRQ(2-Nal)LAAR-(Sar) 



IEGPTLRQ(2-Nal)LAAR-(Sar) 

This compound is not expressly asserted, nor does it flow naturally from the 
specification. The originally filed specification of 1 8 September 2003 only discloses that "a 
particularly preferred TPO mimetic peptide is IEGPTLRQ(2-Nal)LAARA" (page 7, lines 8-9; 
emphasis added by the Examiner). The originally filed specification also discloses that the 
mimetic compound is dimerized or oligomerized and an example includes (emphasis added by 
the Examiner): 



IEGPTLRQ(2-Nal)LAARA- X 10 
wherein Xi 0 is a sarcosine or P-alanine reside or a pegylated form of the compound. 

Thus, the original specification does not teach a dimer or oligomer without an alanine 
after an arginine at the end of the sequence. 



\ 
/ 



K(NH 2 ) 




K(NH 2 ) 
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Applicant's arguments (08 January 2009), as they pertain to the rejection have been fully 
considered but are not deemed to be persuasive for the following reasons. 

At the bottom of page 7 of the Response, Applicant argues that a peptide as described in 

corresponding application 60/498,740 (attorney docket number 038073-5005PR) could be 

employed in accordance with the method of the invention. Applicant refers the Examiner to 

page 6, lines 8-9 of 60/498,740. Applicant's arguments have been fully considered but are not 

found to be persuasive. Specifically, at page 6, lines 1-9, the specification of '740 teaches: 

"...the peptide compounds of the present invention are preferably dimerized or 
oligomerized to increase the affinity and/or activity of the compounds. An example of a 
preferred dimerized peptide compound includes, but is not limited to, the following: 



IEGPTLRQ(2-Nal)LAARA-Xio 

Where Xio is a sarcosine or P-alanine residue. The above structure can also be 
represented by the following structure: (H-IEGPTLRQ(2-Nal)LAARXi 0 ) 2 K-NH2." 

Page 6, lines 5-7 of the '740 application discloses the same dimer as originally disclosed 
in the specification of the instant application. It appears that the "shorthand" structure at page 6, 
lines 8-9 of the 740 application ((H-IEGPTLRQ(2-Nal)LAARXi 0 ) 2 K-NH2) is a typo since the 
alanine between the arginine and Xio at the end of the sequence is missing. The alanine is clearly 
present in the dimerized peptide compound that is written out "longhand". 



IEGPTLRQ(2-Nal)LAARA-X] 
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Conclusion 

No claims are allowable. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bridget E. Bunner whose telephone number is (571) 272-0881 . 
The examiner can normally be reached on 8:30-4:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Manjunath Rao can be reached on (571) 272-0939. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

BEB 

Art Unit 1647 
30 March 2009 

/Bridget E Bunner/ 

Primary Examiner, Art Unit 1647 



